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phrase containing the word microorga-
nism. 

(j) Pest refers to any objectionable 
animals or insects including, but not 
limited to, birds, rodents, flies, and lar-
vae. 

(k) Plant means the building or facil-
ity or parts thereof, used for or in con-
nection with the manufacturing, pack-
aging, labeling, or holding of human 
food. 

(l) Quality control operation means a 
planned and systematic procedure for 
taking all actions necessary to prevent 
food from being adulterated within the 
meaning of the act. 

(m) Rework means clean, unadulter-
ated food that has been removed from 
processing for reasons other than in-
sanitary conditions or that has been 
successfully reconditioned by reproc-
essing and that is suitable for use as 
food. 

(n) Safe-moisture level is a level of 
moisture low enough to prevent the 
growth of undesirable microorganisms 
in the finished product under the in-
tended conditions of manufacturing, 
storage, and distribution. The max-
imum safe moisture level for a food is 
based on its water activity (aw). An aw 
will be considered safe for a food if ade-
quate data are available that dem-
onstrate that the food at or below the 
given aw will not support the growth of 
undesirable microorganisms. 

(o) Sanitize means to adequately treat 
food-contact surfaces by a process that 
is effective in destroying vegetative 
cells of microorganisms of public 
health significance, and in substan-
tially reducing numbers of other unde-
sirable microorganisms, but without 
adversely affecting the product or its 
safety for the consumer. 

(p) Shall is used to state mandatory 
requirements. 

(q) Should is used to state rec-
ommended or advisory procedures or 
identify recommended equipment. 

(r) Water activity (aw) is a measure of 
the free moisture in a food and is the 
quotient of the water vapor pressure of 
the substance divided by the vapor 
pressure of pure water at the same 
temperature. 

§ 110.5 Current good manufacturing 
practice. 

(a) The criteria and definitions in 
this part shall apply in determining 
whether a food is adulterated (1) within 
the meaning of section 402(a)(3) of the 
act in that the food has been manufac-
tured under such conditions that it is 
unfit for food; or (2) within the mean-
ing of section 402(a)(4) of the act in 
that the food has been prepared, 
packed, or held under insanitary condi-
tions whereby it may have become con-
taminated with filth, or whereby it 
may have been rendered injurious to 
health. The criteria and definitions in 
this part also apply in determining 
whether a food is in violation of sec-
tion 361 of the Public Health Service 
Act (42 U.S.C. 264). 

(b) Food covered by specific current 
good manufacturing practice regula-
tions also is subject to the require-
ments of those regulations. 

§ 110.10 Personnel. 
The plant management shall take all 

reasonable measures and precautions 
to ensure the following: 

(a) Disease control. Any person who, 
by medical examination or supervisory 
observation, is shown to have, or ap-
pears to have, an illness, open lesion, 
including boils, sores, or infected 
wounds, or any other abnormal source 
of microbial contamination by which 
there is a reasonable possibility of 
food, food-contact surfaces, or food- 
packaging materials becoming con-
taminated, shall be excluded from any 
operations which may be expected to 
result in such contamination until the 
condition is corrected. Personnel shall 
be instructed to report such health 
conditions to their supervisors. 

(b) Cleanliness. All persons working in 
direct contact with food, food-contact 
surfaces, and food-packaging materials 
shall conform to hygienic practices 
while on duty to the extent necessary 
to protect against contamination of 
food. The methods for maintaining 
cleanliness include, but are not limited 
to: 

(1) Wearing outer garments suitable 
to the operation in a manner that pro-
tects against the contamination of 
food, food-contact surfaces, or food- 
packaging materials. 
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(2) Maintaining adequate personal 
cleanliness. 

(3) Washing hands thoroughly (and 
sanitizing if necessary to protect 
against contamination with undesir-
able microorganisms) in an adequate 
hand-washing facility before starting 
work, after each absence from the work 
station, and at any other time when 
the hands may have become soiled or 
contaminated. 

(4) Removing all unsecured jewelry 
and other objects that might fall into 
food, equipment, or containers, and re-
moving hand jewelry that cannot be 
adequately sanitized during periods in 
which food is manipulated by hand. If 
such hand jewelry cannot be removed, 
it may be covered by material which 
can be maintained in an intact, clean, 
and sanitary condition and which effec-
tively protects against the contamina-
tion by these objects of the food, food- 
contact surfaces, or food-packaging 
materials. 

(5) Maintaining gloves, if they are 
used in food handling, in an intact, 
clean, and sanitary condition. The 
gloves should be of an impermeable 
material. 

(6) Wearing, where appropriate, in an 
effective manner, hair nets, headbands, 
caps, beard covers, or other effective 
hair restraints. 

(7) Storing clothing or other personal 
belongings in areas other than where 
food is exposed or where equipment or 
utensils are washed. 

(8) Confining the following to areas 
other than where food may be exposed 
or where equipment or utensils are 
washed: eating food, chewing gum, 
drinking beverages, or using tobacco. 

(9) Taking any other necessary pre-
cautions to protect against contamina-
tion of food, food-contact surfaces, or 
food-packaging materials with micro-
organisms or foreign substances includ-
ing, but not limited to, perspiration, 
hair, cosmetics, tobacco, chemicals, 
and medicines applied to the skin. 

(c) Education and training. Personnel 
responsible for identifying sanitation 
failures or food contamination should 
have a background of education or ex-
perience, or a combination thereof, to 
provide a level of competency nec-
essary for production of clean and safe 
food. Food handlers and supervisors 

should receive appropriate training in 
proper food handling techniques and 
food-protection principles and should 
be informed of the danger of poor per-
sonal hygiene and insanitary practices. 

(d) Supervision. Responsibility for as-
suring compliance by all personnel 
with all requirements of this part shall 
be clearly assigned to competent super-
visory personnel. 

[51 FR 24475, June 19, 1986, as amended at 54 
FR 24892, June 12, 1989] 

§ 110.19 Exclusions. 

(a) The following operations are not 
subject to this part: Establishments 
engaged solely in the harvesting, stor-
age, or distribution of one or more 
‘‘raw agricultural commodities,’’ as de-
fined in section 201(r) of the act, which 
are ordinarily cleaned, prepared, treat-
ed, or otherwise processed before being 
marketed to the consuming public. 

(b) FDA, however, will issue special 
regulations if it is necessary to cover 
these excluded operations. 

Subpart B—Buildings and Facilities 

§ 110.20 Plant and grounds. 

(a) Grounds. The grounds about a food 
plant under the control of the operator 
shall be kept in a condition that will 
protect against the contamination of 
food. The methods for adequate main-
tenance of grounds include, but are not 
limited to: 

(1) Properly storing equipment, re-
moving litter and waste, and cutting 
weeds or grass within the immediate 
vicinity of the plant buildings or struc-
tures that may constitute an attract-
ant, breeding place, or harborage for 
pests. 

(2) Maintaining roads, yards, and 
parking lots so that they do not con-
stitute a source of contamination in 
areas where food is exposed. 

(3) Adequately draining areas that 
may contribute contamination to food 
by seepage, foot-borne filth, or pro-
viding a breeding place for pests. 

(4) Operating systems for waste 
treatment and disposal in an adequate 
manner so that they do not constitute 
a source of contamination in areas 
where food is exposed. 
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